U S Ser. No. 09/143,503 
U.S. Control No. 90/004,946 



Exhibit 35 



// // / J- K 



Y 



/ / / 



0 1 



CONFIDENTIAL 



.014 PlatformEUiptical OTW 




.062 A-A B-B C-C 





iUiU^ sty 1 

^ ACS HEART MODEL EVALUATION: Over-the-WIre Catheter 



■ B Of A. PLaHoT* OTZJ n3 ,.~ <T/n/9+ ~ 

— -.^^^^i^n^' y^lltzp^ Me- tik<«**n '■ ■■ ' ' ' : ' - : — ; — 

I -. ^,0,-. ! «^;.-.:«r.-3kS. ; '..-:: ,. ..,*<■■ : ■ V"" \. '- - ■"" -■ . . '■ ' "■ ■ . .' . . -j 

- mfTtTTTt ?r V**'°*°^ IT,r ' w ^ J '" " "~ ' — ; — '■ ■ ■ , 



Product dm*iqnjp*r1mimMm flO^ y° /) • / / 

^raw/ft/ Jf5^f , P£ir. K rroyasvyal , (Tf*fih Tr/PF. J-wtr- rSY^brr- 



1. Tip uftn«u: 5-gi*iw*r 

O 

^ nof /bo J^l^ 



3, Tip langtti: 



Com/Turns: 



A 0 



3. Smoottina** qf tran*4tion: 

A. Distal op to oajloon: 

3. 3aioon to snait: 
C. Shait transitions: 



3 



0 0 3 3 3 



4. Flexibility of stufr 
A. Ptrmrnai snaft: 



3. Distal sftalt 3S^p«nny 

0 



0 3 



V 




0 / Way 



5, of prtp: 




5. Inflation and deflation tanaa: 



7. G*i»— al ioo**nnc« of c 

eatn***r during inflation and daflation 
(not* bowing and folding): 



3. Traciunfllty: 



9. Ptiana&UIty: 



Cot i in wu.* , 



TQ. Guide back out: 



1 1 . Guid* win mavofliam: 



tZ Oimanaiona (lla* *ix* and *f*a>: 



13. Old product mua t design goala? 
Ovwatl aommama; 





c f , /; // , / In/ffnjU 

ACS HEART MODEL EVALUATION: Over-the-Wire Catheter 



^ Of* rta+%r„ OT^ -- -;n^- 5-/^7 /7-4 

^arnica* : v: - -:^ — it ,_ ;^; . — 

;' rrrrnr" f f m ^">*^ » t**h»~ ••=•• •• " •' **• _ — — — 



Hil'11 B T^ fl ^- """" ' ' " '•' , '" v "?:-'GiiMtt i W!iiB^ 



Pmduel d«*4gn/p*rforaunc» goal*; „ / _ - 1 

/Ois'kxl necUi .02* /of? fa .014 / t p4f . ' P£ GOO 



Hp »ftn*u: 



2_ Tip iongtfi: 

O O 



3. Sm«thn*M of transition: 

a. Otaai Qo d balloon: Sv™™* s<»™*^ 3fl T™ 

O O 3 O 

3. Balloon to sftafn SynAswn* so*n*-»i* ^ 5am*i*fc< 
C. Shaft aransoorts: 



/Tip? /icfep^ 



Flexibility o* sn«*r 
A. ?fOMiri*J sftair 



3. Qistai sham a ^ 

Swtv 3m Swiw A* Wtow 

3 O □ X ° 



-h^g^ C?) - r j ^ — 




5. £»m of pr*o; 



pTflO (TWO"! 00' 



Comments: ^ 



o O O o 

,fTrt ™ n ™ : Doflimonam*: 

Coouro & ailiioort: , Inffaoon 

ComfTwrwr u 



T. G*n*ni aoowwc* of dJIsntion S^iHf 
e«fi«*w during inflation and daflatton 3Mir 



1' TncfcabUlty: 

3«W B4HT 5m>M 



9. PiuhAAUity: 

Com/7W7«:_ 



10. Guid* Oacfc out: 



0 0 3 



CcvrtfTMcicju 



1 2. □Inwrwions (list uzm «nd 



13. Old product m«*< dwiqn gall? 



Ovarati cofntnonuj: ^ 






o ^ ~~ 








flocommond For AfWm*t StudJ**? 






MO 


N/A 



r / • // 




Date: 
Title: 

Objective: 



6/21/94 



Coax w/PEEK - Elliptical Distal (with a 100% HDPE a 75/25 HDPE/LLDPE and a 
83/13/4 HDPE/LLDPE/GRAPHTTE distal elliptical) 

To evaluate these catheters to determine if the stiffer materials 

(100%HDPE and 83%/13% 4% HDPE/LLDPE/GRAPHITE) perform better than 

the softer 75/25 material. Le. t prevent prolaspe 



Procedure: Note: Ref drawing for dimensions 



Tooling: 



.011, .017, ,018, .024, ,026, .028 .031 and .040 Teflon coated mandrels. 
.025, .031, .039. 043 and .048 Teflon capture tubing. 
Razor blades. Hot box, and Induction heater 



Materials: 

Description 
Elliptical dual lumen 
Elliptical dual lumen 
Elliptical dual lumen 

IM 

Intermediate shaft 
IM 

Stiff Shaft 
Shaft adaption cup 
IM adaption cup 
Centerport 
Nose cone 
Two arm 
Distal tip Material 
Balloon 
Shrink tubing 
Gold Bands 
Loctite 
Loctite 
Loctite 

Assembly Instructions: (Distal Elliptical) 

- Cut approximately 40 cm of the elliptical shaped tubing. 

- Place a .018'* Teflon Mandrel in the guide wire lumen and a .015 Teflon mandrel in the inflation 
lumen. 

- Neck the material down to .026 x .045 +/- ,00L 

- Parameters: Temp = 2707 Stretch Speed = 200 Nozzle Speed = 600 Dwell Heat 
= 5 Dwell Cool = 1 Length = 15cm Trim necked portion to 10cm, 

- Cut a 2-3rnm notch in the inflation lumen at the distal tip of the necked material, (fig 1) 

Distal Tip: 

- Cut the graphite to approximately 20 cm. 

- Neck the graphite to .021 OD using an autonecker. 

- Parameters: Temp « 290* f Stretch Speed = 400 Nozzle Speed = 200 
Length = 10cm 

- Slide the gold band over the necked portion. 
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4% Graphite 


Ext#13-88-A 


Graphite 


Ext. # 12-083 


Alathon 6210 


t 


ExL#V-466-l 


Graphite 
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Vendor* 02-149 


PEEK 38 1G 
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MC500419-02 


N/A 


MC500296 


Standard ACS part 
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PE 600 
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420 




RM60562 


350 








- Recover the graphite up to the gold band using a ,024 capture tube and Hot Box, at 350" f 

- Using a .028" sheath and a Hot Box at 350' f and 60-70 psi expand 1 cm. Remove material 
from the sheath and trim to 5mm. 

- Insert a .017" Teflon mandrel through the graphite and the guidewire lumen of the elliptical 



- Fuse the graphite to the elliptical dual lumen using a .026 capture tube and Hot Box at 350" f 
Balloon Seal: 

- Expand proximal balloon shaft in a .048 ID capture tube. 

- Trim to 7mm 

- Insert a .015 mandrel into the inflation lumen, 

- Slide ,039 oval split sheath onto catheter. 

- Slide sheath over proximal portion of the balloon and heat seal at 350* f 

- Flatten with a flat smooth block 

- Remove inflation/deflation mandrel 

- Tip seal using a "Balloon Buncher Tip Sealer" 

- Parameters: Temp = 340' f Hot Stretch = 0003 Dwell = 0006 Pretension = 
0006 Micrometer setting = 0.675" 

Proximal End: 

- Trim assembly from the gold band to the proximal end of the elliptical shaped tubing 35cm. 

- Insert two-,018 Teflon coated mandrels into both lumens. 

- Neck using an autonecker. 

- Parameters: Temp = 270*f Stretch Speed a 200 Noz2le Speed - 600 Dwell Heat 
= 5 Dwell Cool = 1 Length = 1.5cm (trim to 1cm) 

- Remove the mandrels and Insert a 4.5cm piece of Polyimide into the inflation lumen. Tack the 
Polyimide into place with a drop of Loctite 420. 

Inner Member Assembly: 

- Cut a 125cm piece of Graphite inner member material. 

- Insert a .017 mandrel through the Graphite. 

- Neck the Graphite to .021 OD using an autonecker. 

- Parameters: Temp = 290* f Stretch Speed = 400 Nozzle Speed = 200 
Length = 1cm (trim to 4mm) 

- Flare the guidewire lumen with a .025 mandrel 1mm. 

- Insert the necked graphite into the flared guidewire lumen. 

- Insert a .012 mandrel into the Polyimide. 

- Bond the Graphite to the dual lumen elliptical material using a .039 oval capture tube or silicone 
gel tubing. 

- Parameters: Temp * 350* f (Hot Box) 

- Remove the .012 mandrel from the Polyimide. 

Proximal Shaft Assembly: 

- Cut a 110cm piece of PEEK, 

- Expand one end of the PEEK, 1cm in a .043 capture tube using a Hot Box at 350* f ( ID should 
be .039 ) 

- Trim the expanded portion 5-6mm 

- Cut the PEEK 102 cm from the proximal end of the expanded portion. 

- Slide the PEEK over the Graphite IM and elliptical material and bond using Loctite 420 
Note: do not allow the adhesive to wick into the Polyimide tubing* 
Note: do not force the unexpended PEEK over the Inflation lumen. 
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Two-Arm Assembly: 

- Trim the graphite 3cm from the proximal end of the PEEK. 

- Slide the nosecone, outer member adaption cup, and twoarm over the PEEK. 

- Bond and inner member adaption cup to the graphite using 3.0 mm x 1cm shrink tubing on a Hot 
Box at 350* f. Note: use a .018 Teflon mandrel in the graphite, 

- Attach the EM cup to the twoarm with a centerporL 

- Slide the outer member cup up toward the twoarm and wick in UV cure Loctite 350 

- Attach the OM cup to the twoarm and tighten the nosecone and centerport 

- UV cure on each side of the nosecone for 50 seconds. 



Final Assembly: 

- Trim tip to 3.0mm 

- Tip Sand 

- MicrogUde and Sheath 

Conclusion: The 100% HDPE and the 83/13/4 blend performed better than the 75/25 LLDPE 
catheters. The 83/13/4 blend tracked over the wire with ease. It was mentioned that "this is the best 
I have seen in a while" the guidewire movement was rated 3.75 on a scale of 1 -5 with 5 being the 
best Both the 100% and the 83/13/4% blend had good push however the 100% was slightly 
better. The 100% HDPE and the 83/13/4% blend seem to follow the wire and was less prone to 
prolapsing whereas the 75/25% seem to press up against the walls of the artery, (for more details 
see heart model evaluation notes) 
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Title: 
Obj ect ive : 
Materials : 



Procedure : 



Shaft Material Evaluation 

To evaluate various potential shaft materials 

EVAL Extrusion # 12-143A, EVAL Extrusion # 12-142A, 
AERN Nylon Ext # 11-221-1 , Grivory Nylon Ext # 
10-547-6, Grivory Nylon Ext # 10-548-1, PPS Ext # 
10-556-1, Isoplast Ext # 10-531-1, PEEK 381G and P^S 
Ext# 10-576-1 

Rupture test 10 samples of the EVAL material and 5 
samples each of the other materials. Parameters- 
Water Temp=37degC, Start Pressure=60psi , 
lncrements=15psi # Hold time=15sec 
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Title: 
Objective: 

Materials: 

Procedure: 



Conclusion: 




PEEK To Elliptical Transition Development 

To evaluate various concepts for improving the transition from the PEEK outer 
shaft to the elliptical distal dual lumen. 

Graphite Extrusion V -466-1, PEEK 3816, HDPE SA200247, Alethon Extrusion 
12-083, Stainless Steel .007>.003 mandrels, Polyimide "Hudson" .013 x .017, 
and Loctite 414 



Concept 1 

PEEK to Elliptical /nsert two .018 Teflon coated mandrels into the 
elliptical tubing and neck using a hot box at 350F. Trim the necked portion to 5mm 
remove one of the mandrels and insert a 4 cm piece of polyimide tubing inside that 
lumen, wick in some adhesive to hold it in place. Bond the graphite to the other 
lumen with a but joint using an .026>,042 step sheath at 350f. Bare one end of the 
PEEK to an ID that will allow it to fit over the necked elliptical tubing. Trim the 
PEEK to 5mm and bond it to the elliptical tubing using Loctite 414. 

Concept ? 

PEEK to Elliptical with Intermediate Shaft. Insert two .018 Teflon coated mandrels 
into the elliptical tubing and neck using a hot box at 350F. Trim the necked portion 
to 5mm remove one of the mandrels and insert a 4 cm piece of polyimide tubing 
inside that lumen, wick in some adhesive to hold it in place. Bond the graphite to 
the other lumen with a but joint using an .026>.042 step sheath at 350f Cut a 3cm 
piece of HDPE flare one end so that it fits over the elliptical tubing. Using a .045 
Teflon capture tube heat bond the HDPE to the elliptical tubing. Flare one end of the 
PEEK to an ID that will allow it to fit over the HDPE.Trim the PEEK to 5mm and 
bond it to the elliptical tubing using Loctite 414. 

Concept 3 

PEEK to Elliptical with .007>.003 tapered mandrel in the inflation lumen. Insert 
two ,0 1 8 Teflon coated mandrels into the elliptical tubing and neck using a hot box 
at 350F trim to 5mm remove mandrel from one of the lumens and insert a 4 cm 
of tapered mandrel inside that lumen wick in some adhesive to hold it in 
place. Bond the graphite to the other lumen with a but joint using an 
.026x042 step sheath at 350f. Flare one end of the PEEK to an ID that 
will allow it to fit over the necked elliptical tubing. Trim the PEEK to 5mm 
and bond it to the elliptical tubing using Loctite 414. 

Concept I was easily assembled and had a fairly good transition from PEEK to 
elliptical due primarily to the Polyimide in the inflation lumen; the joint was smooth 
and had an OD of ,040x.046. Concept 2 required additional steps to build and yet 
it was inconclusive about which had a better transition. The OD measured 
.040x.047. Concept 3 had an improved transition over the first two however it was 
far more difficult to assemble and the wire was too large and could possibly impede 
deflation. 
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Date: 5/27/94 

Title: PEEK to Elliptical Intermediate vs No Intermediate Shaft 

Objective: To compare and e valuate the performance of a PEEK to elliptical OTW catheter with and 
without a intermediate shaft 



Procedure: 
Tooling: 



' Materials: 
Description 
Elliptical dual lumen 
Intermediate shaft 
IM 

Stiff Shaft 

Shaft adaption cup 

IM adaption cup 

Centerport 

Nose cone 

Two arm 

Distal tip Material 

Balloon 

Shrink tubing 

Gold Bands 

Loctite 

Loctite 

Loctite 



OU 017, .013, .024, .026, -028 .031 and .040 Teflon coated mandrels. 
.025! ,03 1! .039. 043 and ,048 Teflon capture tubing. 
Razor blades, Hot box, and Induction heater \ * 

Part Number 



fixhtf 124*8*T 

Exl # 12-083 

Exl#V-466-1 

Vendor# 02-149 

MC500419-02 

MC500296 

MC500323 

MC500319 

RM500219 

Exl # V466-1 

3.0mm Edge 

SA500082-O3 

RM500340 

RM60563 

RM60124 

RM60562 



Comments 
75/25 Alathon/LDPE 
Alathon 6210 
Graphite 
PEEK 38 1G 
N/A 

Standard ACS part 
Standard ACS part 
Standard ACS part 



Graphite 
PE600 



414 
420 
350 



Assembly Instructions: (Distal Elliptical) 

: ^Ztr^Su^T^^A a .015 Teflon mandrel * the inflauon l^n . 

: Wf s£S**sSd = ICO Nozzle Speed - 600 Dwell Heat - 5 Dwell 

Cool = 1 Length - 15cm Trim necked portion to 10cm. 
- Cut a 2-3mm notch in the inflation lumen at the distal tip of the necked material, (tig 1) 




I .018 Teflon 

' mandrel 

jVlecked portion 
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Distal Tip: 

- Cut the graphite to approximately 20 cm. 

- Neck the graphite to .021 OD using an autonecker, 

~ Parameters: Temp = 290" f Stretch Speed m 400 Nozzle Speed =; 200 
Length = 10cm 

- Slide the gold band over the necked portion. 

- Recover the graphite up to the gold band using a .024 capture tube and Hot Box, at 350* f 

- Using a .023" sheath and a Hot Box at 350' f and 60-70 psi expand 1 cm. Remove material from the sheath 
and trim to 3 mm. 

- Insert a ,017" Teflon mandrel through the graphite and the guidewire lumen of the elliptical material 

- Fuse the graphite to the elliptical dual lumen using a ,026 capture tube and Hot Box at 350* f 



Balloon Seal: 

- Expand proximal balloon shaft in a .048 ID capture tube. 

- Trim to 7mm 

- Insert a .015 mandrel into the inflation lumen. 

- Slide ,039 oval split sheath onto catheter, 

- Slide sheath over proximal portion of the balloon and heat seal at 350" f 

* Remove inflation/deflation mandrel. 

- Tip seal using a "Balloon Buncher Tip Sealer" 

- Parameters: Temp = 340" f Hot Stretch = 0003 Dwell = 0006 Pretension = 0006 Micrometer 
setting = O.6/5" 

Proximal End: 

- Trim assembly from the gold band to the proximal end of the elliptical shaped tubing 35cm. 

- Insert two-.OI 8 Teflon coated mandrels into both lumens. 

* Neck using an autonecker, 

- Parameters: Temp = 2707 Stretch Speed = 200 Nozzle Speed 600 Dwell Heat = 5 Dwell 
Cool - 1 Length = 1,5cm (trim to 1cm) 

- Remove the mandrels and Insert a 4,5cm piece of polyimide into the inflation lumen. Tack the rolvimide into 
place with a drop of Loctite 420. 

Inner Member Assembly: 

- Cut a 160cm piece of Graphite inner member material, 

- Insert a + 017 mandrel through the Graphite, 

- Neck the Graphite to .021 OD using an autonecker. 

* Parameters: Temp = 290* f Stretch Speed = 400 Nozzle Speed 200 
Length = 1cm (trim to 4mm) 

- Hare the guidewire lumen with a .025 mandrel 1mm. 

- Insert the necked graphite into the flared guidewire lumen. 

- Insert a .012 mandrel into the polyimide. 

* Bond the Graphite to the dual lumen elliptical material using a .039 oval capture tube or silicone °el tubin* 

- Parameters: Temp = 350 f (Hot Box) °" 

- Remove the ,012 mandrel from the polyimide. 



Proximal Shaft Assembly: 

- Cut a 110cm piece of PEEK. 

" ^ x P and one end of 01(1 PEEK ' !cm in a .043 capture tube using a Hot Box at 350* f ( ID should be 039 ) 

- Tnm the expanded portion 5-6mm 

- Cut the PEEK 102 cm from the proximal end of the expanded portion. 

- Slide the PEEK over the Graphite IM and elliptical material and bond using Loctite 420 
Note: do not allow the adhesive to wick into the polyimide tubing. 
Note: do not force the unexpended PEEK oyer the Inflation lumen. 




Two- Arm Assembly: 

- Trim the graphite 3cm from the proximal end of the PEEK. 

- Slide the nosecone, outer member adaption cup, and twoarm over the PEEK. 

- Bond and inner member adaption cup to the graphite using 3.0 mm x I cm shrink tubing on a Hot Box at 350 s 
f, Note: use a .018 Teflon mandrel in the graphite. 

- Attach the IM cup to the twoarm with a centerport. 

- Slide the outer member cup up toward the twoarm and wick in UV cure Loctite 350 

- Attach the OM cup to the twoarm and tighten the nosecone and centerport 

- UV cure on each side of the nosecone for 50 seconds. 



Final Assembly: 

- Trim tip to 3.0mm 

- Tip Sand 

* Microglias and Sheath 
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Conclusion: Note: the Catheters built with an intermediate shaft were built by Kim Nugyen ref Lab notebook # 
1 152 . The Catheters were compared in a heart model and it was determined that there was little difference in the 
two catheters performance, however neither catheter performed very well in comparison to our coaxial design. 
The proximal balloon seals were perceived as stiff and having an abrupt transition. 
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Recommendation: Rebuild using the **no intermediate shaft" and improve the proximal balloon seal stiffness 
and transition. Evaluate in a heart model, v / r — 4 \ \ v i 
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Date: 



Title: 



6/21/94 

Coax w/PEEK - Elliptical 



Objective: To evaluate these catheters ( with improved proximal balloon seal and 

guide wire movement) versus the catheters in the previous heart model Ref pg. 
57 

Procedure: Note: Ref drawing for dimensions 



Tooling: 



Part Number 


Comments 


N/A R&D 


75/25 Alathon/LDPE 


Ext # 12-083 


Alathon 6210 


Exl#V-466-1 


Graphite 


Vendor# 02^149 


PEEK 38 1G 


MC500419-02 


N/A 


MC500296 


Standard ACS part 


MC500323 


Standard ACS part 


MC500319 


Standard ACS part 


RM500219 




Exl#V-466-1 


Graphite 


3.0mm Edge 


PE 600 


SA50G082-03 




RM500340 




RM60563 


414 


RM60124 


420 


RM60562 


350 



.01 1, ,017, ,018, .024, .026, .028 ,031 and .040 Teflon coated mandrels. 
.025, .031, .039. 043 and .048 Teflon capture tubing. 
Razor blades, Hot box, and Induction heater 

Materials: 

Description 
Elliptical dual lumen 
Intermediate shaft 
IM 

Stiff Shaft 
Shaft adaption cup 
IM adapdon cup 
Centerport 
Nose cone 
Two arm 
Distal tip Material 
Balloon 
Shrink tubing 
Gold Bands 
Loctite 
Loctite 
Loctite 

Assembly Instructions: (Distal Elliptical) 

* Cut approximately 40 cm of the elliptical shaped tubing. 

- Place a .018'* Teflon Mandrel in the guide wire lumen and a .015 Teflon mandrel in the inflation 
lumen. 

- Neck the material down to .026 x .045 +/- .001. 

- Parameters: Temp = 270'f Stretch Speed = 200 Nozzle Speed = 600 Dwell Heat 
= 5 Dwell Cool = 1 Length ~ 15cm Trim necked portion to 10cm. 

- Cut a 2-3mm notch in the inflation lumen at the distal tip of the necked material, (fig 1) 

Distal Tip: 

- Cut the graphite to approximately 20 cm. 

- Neck the graphite to .021 OD using an autonecker. 

- Parameters: Temp = 290' f Stretch Speed = 400 Nozzle Speed = 200 
Length = 10cm 

- Slide the gold band over the necked portion. 

- Recover the graphite up to the gold band using a .024 capture tube and Hot Box, at 350' f 

- Using a .028" sheath and a Hot Box at 350' f and 60-70 psi expand 1 cm. Remove material 
from the sheath and trim to 5mm. 

- Insert a .017" Teflon mandrel through the graphite and the guide wire lumen of the elliptical 
material. 

- Fuse the graphite to the elliptical dual lumen using a .026 capture tube and Hot Box at 350* f 




/ 



Balloon Seal: 

" vSHS™* baJ1 °° n Shaft in a - 048 V capture tube. 
Wide .039 oval split sheath onto catheter 

Sfs rKEsste 00 of b£Uioon - d heat - 350- f 

- Remove inflation/deflation mandrel 

- Parameter g C^ 0 - 11 Buncher Tip Sealer" 

0006 Mic^e^^e'ttSg'J 0 H 6°5s» tretCh = 0003 Dwe " = 000 < Pretension = 
Proximal End; 

Inner Member Assembly 

- Ssert^olTE^^^^^^material. 

- N^tt r K 3ndreI Graphite. 

Length = 1cm ff to 4mm) Speed " 400 Nozz,e Speed = 200 

r^?a- r u^ drel mt0 the Polyimide. 

Proximal Shaft Assembly; 

- Cut a 1 10cm piece of PEEK 

- Tnm the expanded portion 5-6mra 

Not,: do not ^BowO^^^STtS^^^^ 1 ^^ 

*o not force the une ™» d ^z?%f^ S2s 





Two-Arm Assembly: 

- Trim the graphite 3cm from the proximal end of the PEEK. 

- Slide the nosecone, outer member adaption cup, and twoarm over the PEEK. 

- Bond and inner member adaption cup to the graphite using 3.0 mm x 1cm shrink tubin* on a Hot 
Box at 350° L Note: use a .018 Teflon mandrel in the graphite, 

- Attach the TM cup to the twoarm with a centerport 

- Slide the outer member cup up toward the twoarm and wick in UV cure Loctite 350 

- Attach the OM cup to the twoarm and tighten the nosecone and centerport 

- UV cure on each side of the nosecone for 50 seconds. 



Final Assembly: 

- Trim tip to 3.0mm 

- Tip Sand 

* Microglide and Sheath 

Conclusion: These catheters performed better then the catheters in the previous heart model. 
The proximal seals were improved by maintaining a flat geometry. This was accomplished by 
using a smooth flat block to flatten the bond area while it's in the capture tube. Although these 
catheters were better then the previous elliptical units they were not as good as the coaxial and 
could use some improvements. The guidewire movement was better than before but again not as 
good as the coaxial. The catheters did not track as well and seem to prolapse in the Aorta when the 
guide was backed out and force was applied to the catheter. 

Recommendation: It was recommended that we evaluate different materials transitions and 
dimensions to reduce the prolapsing. Refine the inner member junction to improve wire movement. 
Another heart model was tentatively scheduled, (see heart model evaluation notes) 



